
United States Patent and Trademark Office 




UNITEtfSTATCS DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 
Address: COMMISSIONER FOR PATENTS 
. P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO. 



RLING DATE 



HRST NAMED INVENTOR 



ATTORNEY DOCKET NO. I CONFIRMATION NO. 



10/706,603 



11/12/2003 



Stephen L. Warren 



21186 7590 O4/06A20O7 

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P. A. 
P.O. BOX 2938 
MINNEAPOLIS, MN 55402 



1195.284USI 



5852 



EXAMINER 



SHEIKH, HUMERAN 



ART UNIT 



PAPER NUMBER 



161S 



SHORTENED STATUTORY PERIOD OF RESPONSE 



MAIL DATE 



DEUVERY MODE 



31 DAYS 04/06/2007 PAPER 

Please find below and/or attached an Office communication concerning this application or proceeding. 

If NO period for reply is specified above, the maximiim statutory period will apply and will expire 6 MONTHS 
from the mailing date of this communication. 



PTOL-90A (Rev. 10/06) 



Office Action Summary 


Application No. 

10/706,603 


Applicant(s) 

WARREN ETAL. 


Examiner 
Humera N. Sheikh 


Art Unit 
1615 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address » 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of tinrie may be available under the provisions of 37 CFR 1 .136(a). tn no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent temn adjustment. See 37 CFR 1.704(b). 

Status 

1 )I3 Responsive to communication(s) filed on 27 September 2004 . 
2a)n This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits Is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 1^ Claim(s) 1-20 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim{s) is/are allowed. 

6) n Claim(s) is/are rejected. 

?)□ Claim(s) is/are objected to. 

8) ^ Claim(s) 1-20 are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction Is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * 0)0 None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Status of the Application 

Claims 1-20 are pending in this action. Claims 1-20 are subject to an Election/Restriction 
requirement. 

Election/Restrictions 

Restriction to one of the following inventions is required under 35 U.S.C. 121: 

L Claims 1-17 and 19, drawn to a method for deUvering a phamiaceutical via an 

ocular surface and a method for locally delivering a pharmaceutical via an ocular 

surface, classified in class 424, subclass 434. 
n. Claims 1-16, 18 and 20, drawn to a method for delivering a pharmaceutical via an 

ocular surface and a method for svstemicallv delivering a pharmaceutical via an 

ocular surface, classified in class 424, subclass 422. 

The inventions are distinct, each from the other because of the following reasons: 

Groups I and II are drawn towards different methods. Group I (claims 1-17 & 19) is drawn 
to a method for delivering a pharmaceutical via an ocular surface and a method for locally 
dehvering a pharmaceutical via an ocular surface, whereas Group II is drawn to a method for 
delivering a pharmaceutical via an ocular surface and a method for systemically delivering a 
pharmaceutical via an ocular surface. The methods of Group I are distinct from the methods of 
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Group n in that their modes and mechanisms of delivery are different, each from the other. Group 
I recites delivering a pharmaceutical locally^ whereas, in contrast. Group n recites delivering a 
pharmaceutical svstemicallv and thus each group entails different modes of deUvery, operation and 
function. The different groups have different issues with regards to patentability, enablement and 
written description. The different groups are also drawn towards different classes and subclasses, 
as evidenced by their distinct classification, noted above. The groups would require different 
searches in both patent- and non-patent databases and there is no expectation that the searches 
would be coextensive. This creates an undue search burden upon the Examiner. Thus, the 
election/restriction requirement is deemed proper. 

Because these inventions are independent or distinct for the reasons given above and 
there would be a serious burden on the examiner if restriction is not required because the 
inventions have acquired a separate status in the art in view of their different classification, 
restriction for examination purposes as indicated is proper. 

Because these inventions are independent or distinct for the reasons given above and 
there would be a serious burden on the examiner if restriction is not required because the 
inventions require a different field of search (see MPEP § 808.02), restriction for examination 
purposes as indicated is proper. 

Because these inventions are independent or distinct for the reasons given above and 
there would be a serious burden on the examiner if restriction is not required because the 
inventions have acquired a separate status in the art due to their recognized divergent subject 
matter, restriction for examination purposes as indicated is proper. 
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« He « ♦ ♦ 

Election of Species : 

This application contains claims directed to the following patentably distinct species: 
Election of Bioadhesive Polymer: 

(a) Polyacrylic acid (PAA) 

(b) Sodium carboxymethyl cellulose (NaCMC) 

(c) Polyvinylpyrrolidone (PVP) 

The species are independent or distinct because the polymers claimed are comprised of 
acid addition polymers (PAA), polymers of naturally derived origin (NaCMC) and heterocycUc 
polymers (PVP). 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is finally 
held to be allowable. Applicant is advised that a reply to this requirement must include an 
identification of the species that is elected consonant with this requirement, and a listing of all 
claims readable thereon, including any claims subsequently added. An argument that a claim is 
allowable or that all claims are generic is considered nonresponsive imless accompanied by an 
election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which depend from or otherwise require all the limitations of an 
allowable generic claim as provided by 37 CFR 1.141. If claims are added after the election, 
applicant must indicate which are readable upon the elected species. MPEP § 809.02(a). 
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* 4e ♦ * i|G 

Election of Species : 

This application contains claims directed to the following patentably distinct species: 
Election of Water-soluble, film-forming polymer; 

(a) Hydroxyethyl cellulose (HEC); hydroxypropyl cellulose (HPC); hydroxypropylmethyl 
cellulose (HPMC); hydroxyethyhnethyl cellulose (HEMC) 

(b) Polyvinylalcohol (PVA); polyethylene glycol (PEG) 

(c) Polyethylene oxide (PEO); ethylene oxide-propylene oxide (EO-PO) 

The species are independent or distinct because the polymers claimed are a) natural 
cellulose polymer derivatives (HEC, HPC); b) synthetic-based addition polymers (PVA, PEG) 
and c) block polymers and copolymers (PEO, EO-PO). The polymers are distinct and are not 
recognized in the art as being equivalent polymers. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is finally 
held to be allowable. AppUcant is advised that a reply to this requirement must include an 
identification of the species that is elected consonant with this requirement, and a Usting of all 
claims readable thereon, including any claims subsequently added. An argument that a claim is 
allowable or that all claims are generic is considered nonresponsive unless accompanied by an 
election. 
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Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which depend from or otherwise require all the limitations of an 
allowable generic claim as provided by 37 CFR 1.141. If claims are added after the election, 
appUcant must indicate which are readable upon the elected species. MPEP § 809.02(a). 

♦ * ♦ ♦ * 

Election of Species : 

This application contains claims directed to the following patentably distinct species: 
Election of Pharmaceutical; 

(See Claim 11) 

Adrenergic agent; adrenocortical steroid; adrenocortical suppressant; alcohol deterrent; 
aldosterone antagonist; amino acid; ammonia detoxicant; anabolic; analeptic; analgesic; 
androgen; anesthesia, adjunt to; anesthetic; anorectic; antagonist; anterior pituitary suppressant; 
anthelmintic; antiacne agent; anti-adrenergic; anti-allergic; anti-amebic; anti-androgen; anti- 
anemic antianginal; anti-anxiety; anti-arthritic; anti-asthmatic; anti-atherosclerotic; antibacterial; 
anticholelithic; anticholelithogenic; anticholinergic; anticoagulant; anticoccidal; anticonvulsant; 
antidepressant; antidiabetic; antidiarrheal; antidiurietic; antidote; anti-emetic; anti-epileptic; anti- 
estrogen; antifibronolytic; antifungal; antiglaucoma agent; antihemophilic; antihermorrhagic; 
antihistamine; antihyperlipidemia; antihyperlipoproteinemic; antihypertensive; antihypotensive; 
anti-infective; anti-infective, topical; anti-inflammatory; antikeratinizing agent; antimalarial; 
antimicrobial; antimigraine; antimycotic, antinausant, antineoplastic, antineutropenic, 
antiobessional agent; antiparasitic; antiparkinsonian; antiperistaltic, antipneumocystic; 
antiproliferative; antiprostatic hypertrophy; antiprotozoal; antipruritic; antipsychotic; 
antirheumatic; antischfstosomal; antiseborrheic; antisecretory; antispasmodic; antithrombotic; 
antitussive; anti-ulcerative; anti-urolithic; antiviral; appetite suppressant; benign prostatic 
hyperplasia therapy agent; blood glucose regulator; bone resorption inhibitor; bronchodilator; 
carbonic anhydrase inhibitor; cardiac depressant; cardioprotectant; cardiotonic; cardiovascular 
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agent; choleretic; cholinergic; cholinergic diagnostic aid; diuretic; dopaminergic agent; 
ectoparasiticide; emetic; enzyme inhibitor; estrogen; fibrinolytic; fluorescent agent; free oxygen 
radical scavenger; gastrointestinal motility effector; glucocorticoid; gonad-stimulating principle; 
hair growth stimulant; hemostatic; histamine H2 receptor antagonist; hormone; 
hypocholesterolemic; hypoglycemic; hypolipidemic; hypotensive; imaging agent; immunizing 
agent; immunomodulator; immunoregulator; immunostimulant; immunosuppressant; impotence 
therapy; inhibitor; keratolytic; LNRN agonist; liver disorder treatment; luteolysin; memory 
adjuvant; mental performance enhancer; mood regulator; mucolytic; mucosal protective agent; 
mydriatic; nasal decongestant; neuromuscular blocking agent; neuroprotective; NMDA 
antagonist; non-hormonal sterol derivative; oxytocic; plasminogen activator; platelet activating 
factor antagonist; platelet aggregation inhibitor; post-stroke and post-head trauma treatment; 
potentiator; progestin; prostaglandin; prostate growth inhibitor; prothyrotropin; psychotropic; 
radioactive agent; regulator; relaxant; repartitioning agent; scabicide; sclerosing agent; sedative; 
sedative-hypnotic; selective adenosine Al antagonist; serotonin antagonist; serotinin inhibitor; 
serotinin receptor antagonist; steroid; stimulant; suppressant; symptomatic multiple sclerosis; 
synergist; thyroid hormone; thyroid inhibitor; thyromimetic; tranquilizer; treatment of 
amyotrophic laterial sclerosis; treatment of cerebral ischemia; treatment of Paget's disease; 
treatment of unstable angina; uricosuric; vasoconstrictor; vasodilator; vubierary; wound healing 
agent; zxanthine oxidase inhibitor; and combinations thereof 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 

prosecution on the merits to which the claims shall be restricted if no generic claim is finally 

held to be allowable. Applicant is advised that a reply to this requirement must include an 

identification of the species that is elected consonant with this requirement, and a listing of all 

claims readable thereon, including any claims subsequently added. An argument that a claim is 

allowable or that all claims are generic is considered nonresponsive unless accompanied by an 

election. 
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Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which depend from or otherwise require all the limitations of an 
allowable generic claim as provided by 37 CFR 1.141. If claims are added after the election, 
applicant must indicate which are readable upon the elected species. MPEP § 809.02(a). 

Applicant is advised that the reply to this requirement to be complete must include an 
election of the invention to be examined even though the requirement is traversed (37 CFR 
1.143). Because the above restriction/election is complex, a telephone call to applicants to 
request an oral election was not made. See MPEP 812.01 . 

Applicant is also reminded that a 1 -month (not less than 30 days) shortened statutory 
period will be set for response when a written restriction is made without an action on the merits. 
This period may be extended under the provisions of 37 CFR 1.136(a). 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1. 48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
apphcation. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.1 7(i). 
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Correspondence 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Humera N. Sheikh whose telephone number is (571) 272-0604. 
The examiner can normally be reached on Monday through Friday during regular business hours. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, can be reached on (571) 272-8373. The fax phone number for 
the organization where this appUcation or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Apphcation Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http ://pair-direct.uspto. gov . Should you have any questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



HUMERA N SHEIKH 
PRIMARY EXAMINER 




Art Unit 1615 



March 27, 2007 
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